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DETAILED ACTION 



Information Disclosure Statement 

1 . The information disclosure statement (IDS) submitted on 9/2/2005 is 
acknowledged. The submission is in compliance with the provisions of 37 CFR 1.97. 
Accordingly, the examiner considers the references cited therein. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

3. Claims 1-2, 5, 9, 12, 16-22, and 24-28 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Wulfman et al. ('190). 



4. Wulfman et al. discloses an intraluminal material removal system comprising a 

o 

catheter (40), a sealed lumen (46), ports (75), a drive assembly (24), a drive shaft (25), 
an operating head (50), and control pod (14). (See Figure 5-6) 

5. As to claim 2, the drive assembly comprises a direct current variable speed 
micro-motor. (See Paragraph 75 Line 11-12) 
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6. As to claim 5, the control unit incorporates selectable operator features such as 
desired rotation rate and/or rotation profile for the cutter assembly; desired advance rate 
and/or advance profile for the cutter assembly; desired aspiration rate and/or profile; 
desired infusion rate and/or profile; and the like. (See Paragraph 75 Line 19-22 and 
Paragraph 1 50) 

7. As to claim 9, an aspiration source is provided consisting of a vacuum pump. 
(See Paragraph 70) 

8. As to claim 12, the control pod incorporates a fluid seal assembly (618) to 
prevent ingress of gas to the catheter system. (See Figure 5) 

9. As to claim 16, it is inherent that the system would be provided as a sterile kit 
prior to operation. Further, the system would be capable of being disposed post 
operation. 

10. As to claim 17, it is inherent that the system would comprise a fluid receptacle in 
fluid communication with the catheter system for infusion and aspiration. 

11. As to claim 1 8, the drive motor is coupled to a sliding actuator mounted on the 
catheter system. (See Figure 2) 
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12. As to claim 19-21, a guidewire brake system (22) is incorporated with control pod 
(14). (See Figure 2) The brake system selectably prevents actuation of the drive 
system. (See Paragraph 78) 

13. As to claim 22, a slip seal adaptor is mounted on the catheter system. (See 
Paragraph 67) 

14. As to claim 24-25 and 27-28, the system further comprises a console unit (12) is 
consisting system controls, display, and a vacuum motor. The console unit is in 
electrical communication with the control pod. (See Figure 1) 

Claim Rejections - 35 USC § 103 

15. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

16. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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17. Claim 3 is rejected under 35 U.S.C. 103(a) as being unpatentable over Wulfman 
et al ('190) in view of Fine et al. ('509). 

18. Wulfman et ai discloses an intraluminal material removal system comprising a 
catheter (40), a sealed lumen (46), ports (75), a drive assembly (24), a drive shaft (25), 
an operating head (50), and control pod (14). (See Figure 5-6) The drive assembly 
comprises a direct current variable speed micro-motor. (See Paragraph 75 Line 11-12) 

1 9. Wulfman et al. fails to disclose a current that is adjusted under load conditions to 
maintain any specified rotational output. 

20. Fine et al. teaches adjusting the rotational speed based on the load requirements 
by altering the current and voltage of the motor. (See Column 16 Lines 36-45) 

21 . It would have been obvious to one of ordinary skill in the art to modify the 
disclosure of Wulfman et al. with the teaching of Fine etal. to provide a system with a 
drive motor that is adjusted dynamically to load conditions. 

22. Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Wulfman 
et al. ('190) in view of Barditch et al. ('425). 
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23. Wulfman etai discloses an intraluminal material removal system comprising a 
catheter (40), a sealed lumen (46), ports (75), a drive assembly (24), a drive shaft (25), 
an operating head (50), and control pod (14). (See Figure 5-6) 

24. Wulfman et al. fails to disclose a cascaded variable regulator voltage source. 

25. Barditch et al. teaches a cascaded power supply for producing a clean dc output. 

26. It would have been obvious to one of ordinary skill in the art to modify the 
disclosure of Wulfman et al. with the teachings of Barditch etai to provide a power 
source that corrects the output voltage based on load conditions. 

27. Claims 6-7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Wulfman et al. ('190) in view of Grinberg et al. ('956). 

28. Wulfman et al. discloses an intraluminal material removal system comprising a 
catheter (40), a sealed lumen (46), ports (75), a drive assembly (24), a drive shaft (25), 
an operating head (50), and control pod (14). (See Figure 5-6) 



29. 



Wulfman et al. fails to disclose a torque selection feature. 
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30. Grinberg et al. teaches a control unit for controlling the operations of a motor 
such as speed, torque, and direction of rotation. Further the control unit prevents 
damage by limiting the torsion applied by the motor. (See Column 7 Lines 49-62) 

31 . It would have been obvious at the time of the invention to one of ordinary skill in 
the art to modify the disclosure of Wulman et al. with the teachings of Grinberg et al. to 
provide torque control for the motor to prevent damage to the patient and device. 

32. Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over Wulfman 
et al. ('190) in view of Valley et al. (*325). 

33. Wulfman et al. discloses an intraluminal material removal system comprising a 
catheter (40), a sealed lumen (46), ports (75), a drive assembly (24), a drive shaft (25), 
an operating head (50), and control pod (14). (See Figure 5-6) 

34. Wulfman ef al. fails to disclose a sealed catheter with coil to reinforce and 
prevent the catheter from kinking. 

35. Valley ef al. teaches a tube may be reinforced with wire or filament braiding or 
coils for increased stiffness, torque control or kink resistance. (See Column 22 Lines 
50-53) 
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36. It would have been obvious to one of ordinary skill in the art at the time of the 
invention to modify the disclosure of Wulfman et al. with the teachings of Valley et al. to 
provide a sealed catheter that is kink-free. 

37. Claims 10 and 26 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Wulfman et al. ('190) in view of Ross et al. ('1 11). 

38. Wulfman et al. discloses an intraluminal material removal system comprising a 
catheter (40), a sealed lumen (46), ports (75), a drive assembly (24), a drive shaft (25), 
an operating head (50), and control pod (14). (See Figure 5-6) 

39. Wulfman et al. fails to disclose an aspiration system comprising a plurality of 
vacuum pumps. 

40. Ross et al. teaches a surgical cutting system with an aspiration system 
comprising a plurality of vacuum pumps. (See Figure 13) 

41 . It would have been obvious to one of ordinary skill in the art at the time of the 
invention to modify the disclosure of Wulfman et al. with the teachings' of Ross et al. to 
provide an aspiration system with multiple vacuum pumps. 
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42. Claim 1 1 is rejected under 35 U.S.C. 
etal. ('190) in view of Nash etal. ('170). 
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103(a) as being unpatentable over Wulfman 



43. Wulfman et al. discloses an intraluminal material removal system comprising a 
catheter (40), a sealed lumen (46), ports (75), a drive assembly (24), a drive shaft (25), 
an operating head (50), and control pod (14). (See Figure 5-6) 

44. Wulfman et al. fails to disclose a coupling means between drive shaft and drive 
motor comprising ball bearings and sliding tubes. 

45. Nash et al. teaches a drive assembly comprising a drive shaft connects to a drive 
motor through a ball bearing assembly. Where the ball bearing assembly (350) 
comprising an outer tubes with the drive shaft slidably held within the outer tube by 
balls. (See Figure 13) 

46. It would have been obvious at the time of the invention to modify the disclosure 
of Wulfman et al. with the teachings of Nash et al. to provide a drive assembly 
comprising two tubes in sliding arrangement held in place by ball bearings. 

47. Claims 13-15 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Wulfman etal. ('190) in view of Plassche, Jr. etal. ('576). 
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48. Wulfman etal. discloses an intraluminal material removal system comprising a 
catheter (40), a sealed lumen (46), ports (75), a drive assembly (24), a drive shaft (25), 
an operating head (50), and control pod (14). (See Figure 5-6) 

49. Wulfman et al. fails to disclose a control pod that incorporates a speed 
adjustment switch, an adjustable head with at least two operating conditions and a 
switch allowing selection between operating head diameter. 

50. Plassche, Jr. et al. teach a surgery system comprising an operable head with two 
operational conditions. (See Figure 1A and 1B) The speed and diameter of the 
operable head is control via switches in a control pod (100). (See Figure 2) 

51 . It would have been obvious to one of ordinary skill in the art to modify the 
disclosure of Wulfman et al. with the teachings Plassche, Jr. et al. to provide a control 
pod with switches controlling the speed and diameter of the operable head. 

52. Claim 23 is rejected under 35 U.S.C. 103(a) as being unpatentable over Wulfman 
et al. (*190) in view of Belef et al. (755). 

53. Wulfman etal. discloses an intraluminal material removal system comprising a 
catheter (40), a sealed lumen (46), ports (75), a drive assembly (24), a drive shaft (25), 
an operating head (50), and control pod (14). (See Figure 5-6) 
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54. Wulfman et al. fails to disclose an extendable, telescoping guidewire support 
mounted in the control pod. 

55. Belef et al. teaches an extendable, telescoping guidewire support (51) mounted 
on a drive sled (26). (See Figure 1) 

56. It would have been obvious to one of ordinary skill in the art at the time of the 
invention to modify the disclosure of Wulfman et al. with the teachings of Belef et al. to 
provide a telescoping guidewire support. 

Conclusion 

57. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Paul B. Smith whose telephone number is 571-272- 
6022. The examiner can normally be reached on 8 am - 4 pm. 

58. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 571-272-4977. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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59. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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